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Art Unit: 3761 

DETAILED ACTION 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 30 - 31 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

With respect to claims 30 and 31, the applicant recites a pressure-responsive 
valve. The independent claim upon which claims 30 and 31 depend only recite a 
delivery mechanism. Is the pressure responsive valve comparative to the delivery 
mechanism? Does the device contain a delivery mechanism in addition to a pressure- 
responsive valve? 

Claims 36 and 37 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 36 refers to the method of claim 30. However, claim 30 is not a method 
claim. It is unclear what the applicant intends to claim as an invention. 

Where the metes and bounds of a claim are indefinite, it is improper to base a 
rejection on speculation as to the meaning of the claim. In re Steele , 305 F.2d 858, 134 
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USPQ 292 (CCPA 1962). Specifically, unclear claims are indefinite, not obvious. In re 
Wilson . 424 F.2d 1382, 185 USPQ 494 (CCPA 1970). 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

Claims 1 - 9, 11, 18 - 29, 35 - 35 and 38 - 56 are rejected under 
35 U.S.C. 102(e) as being anticipated by Berke (US 6,336,917). 

With respect to claim 1, Berke discloses a device for the delivery of a substance 
to the eye comprising: a housing for holding the substance; at least one outlet port 
through which the substance is delivered from the device to the eye; and a non- 
aerosol, non-electric delivery mechanism, whereby the substance is delivered to the 
eye in the form of a spray or mist as set forth in col. 6, lines 34 - 45 and in figure 4. 
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Regarding claim 2, Berke discloses a device for the delivery of an artificial tears 
or demulcent composition to the eye comprising: a housing for holding the substance; 
at least one outlet port through which the substance is delivered from the device to 
the eye; and a non-aerosol, non-electric delivery mechanism, whereby the substance 
is delivered to the eye in the form of a spray or mist as set forth in the abstract, in col. 
6, lines 34 - 45 and in figure 4. 

With reference to claim 3, Berke discloses a device wherein the force of the 
spray or mist is sufficient to deliver the spray or mist to the eye without the aid of 
gravity as set forth in col. 6, lines 38 - 45. The examiner contends that the force is 
directly related to the amount of pressure applied and may be sufficient to deliver to 
deliver the spray or mist without the aid of gravity. 

With respect to claim 4, Berke discloses a device wherein the spray is delivered 
to the eye in a substantially horizontal direction as set forth in figure 4. 

As to claim 5, Berke discloses a device wherein the housing is hollow and the 
substance is contained within the hollow of the housing as set forth in figure 4. 

As to claim 6, Berke discloses a device wherein the device further comprises a 
tubular member extending inside the hollow of the housing, thereby providing fluid 
communication between the outlet port and the substance within the housing as set 
forth in figure 4. 

Regarding claim 7, Berke discloses a device wherein the housing contains a 
reservoir that holds the substance as set forth in figure 4. 
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As to claim 8, Berke discloses a device wherein the housing is fabricated of a 
rigid material to prevent collapse of the housing during use as set forth in col. 5, lines 
44 - 46. 

Regarding claim 9, Berke discloses a device wherein the housing is hollow and 
walls forming the housing have a thickness sufficient to prevent collapse of the 
housing during use as set forth in figure 4. 

With reference to claim 11, Berke discloses a device wherein the housing is 
cylindrical in shape as set forth in figure 4.. 

As to claim 18, Burke discloses a device further comprising an actuation 
mechanism in connection with the delivery mechanism wherein manipulation of the 
actuation mechanism delivers the substance to the eye as set forth in col. 6, 
lines 38 - 40. 

Regarding claims 19 and 20, Burke discloses a device wherein the actuation 
mechanism is movable with respect to the housing in order to deliver the substance to 
the eye as set forth in col. 6, lines 38 - 40. The examiner contends that the manner 
by which the actuation mechanism is moved is considered a product-by-process 
limitation that does not patentably distinguish the claimed invention from the prior art. 

As to claim 21, Burke discloses a device wherein the actuation mechanism 
includes a spray nozzle (62) as set forth in col. 6, lines 38 - 40. 

With reference to claims 22 - 23, see the rejection of claims 19 - 21. 

Regarding claims 24 - 27, see col. 6, lines 38 - 45. 
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As to claims 28 - 29 and 32, the examiner contends that Berke discloses the 
invention as claimed. 

A recitation of the intended use of the claimed invention must result in a structural 
difference between the claimed invention and the prior art in order to patentably 
distinguish the claimed invention from the prior art. If the prior art structure is capable of 
performing the intended use, then it meets the claim. The invention of Burke is fully 
capable of performing the recited function. 

With reference to claim 33, Burke discloses a device further comprising an 
extension (32) substantially or completely surrounding the outlet port and extending in 
the direction that the spray or mist is delivered wherein the extension assists in 
directing the substance to the eye and assists in preventing the substance from being 
delivered to areas outside of the eye as set forth in figure 4. 

As to claim 34, see the rejection of claim 3. 

As to claim 35, see the rejection of claim 2. 

As to claim 38, see the rejection of claim 4. 

With reference to claims 39 - 41, see the rejection of claims 19 - 20. 

As to claim 42, see col. 6, lines 38 - 40 

With reference to claim 43, see the rejection of claim 27. 

With reference to claims 44 - 47, see the rejection of claims 28 - 29 and 32. 

As to claim 48, see col. 6, lines 33 - 45. 

Regarding claims 49 - 50, see the rejection of claims 1 and 2. 
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As to claims 51 and 52, the examiner contends that any device may be 
considered reusable and/or disposable. 

With reference to claims 53 and 55 - 56 , see col. 6, lines 13 - 15. 

As to claim 54, the examiner contends that Berke is fully capable of performing 
the recited function. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 10, 12 - 17 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Berke (US 6,336,917). 

The difference between Burke and claim 10 is the provision that the housing is 
fabricated of a translucent material. 

It would have been obvious to one of ordinary skill in the art to fabricate the 
housing out a translucent material since it is well known in the art to provide 
medications dispensers in translucent packaging in order to monitor the amount of 
product used. 

The difference between Burke and claims 12 - 17 is the provision that the 
housing has specific dimensions. 
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It would have been obvious to one of ordinary skill in the art to modify the 
dimensions of Burke to determine the most effective product since it has been held 
that where the general conditions of a claim are disclosed in the prior art, discovering 
the optimum value involves only a level of ordinary skill in the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Michele Kidwell whose telephone number is 
571-272-4935. The examiner can normally be reached on Monday thru Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Tatyana Zalukaeva can be reached on 571-272-1 115. The fax phone 
number for the organization where this application or proceeding is assigned is 
571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 

Michele Kidwell 
Primary Examiner 
Art Unit 3761 



